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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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2a )^ This action is FINAL. 2b)D This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

Response to Amendment 

1 . This action is in response to the amendment after non-final filed 21 February 
2008. 



Oath/Declaration 

2. The objection made to oath/declaration in the previous Office action is withdrawn 
in view of Applicant's arguments. 



Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1-10 and 12-20 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. It is unclear and indefinite how the invention 
detects a need for an added safety factor in response to a perceived increase in the 
pacing threshold if there is an absence of a pacing threshold test. The Examiner 
considers that since the invention monitors for indications of an increase in the pacing 
threshold, a test indicating an increase in threshold (i.e., a threshold test) is necessarily 
performed. 
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Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claim 1 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Sloman et 
al. (EP 1 136 098 A2). This rejection is maintained from the previous Office action. 

In regard to claim 1 1 , Sloman et al. describes an implantable medical device 10 
comprising: a pulse generator 70 and 72, col 7 lines 40-45, for delivering pacing pulses; 
at least one electrode 26, 27, and 28, see fig. 1 and col 6 lines 5-8, in electrical 
communication with the pulse generator for delivering the pacing pulses to cardiac 
tissue; and a microprocessor 60, col 7lines 17-18, for controlling the pulse generator, 
receiving sensed data from the at least one electrode, wherein the sensed data includes 
an indicator, col 17 line 28, of increased pacing threshold, and increasing a safety 
factor, col 17 lines 19-22, used for setting the pacing pulse energy delivered by the 
pulse generator when the indicator of increased pacing threshold is detected. 

7. Claim 1 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Schloss 
(6,456,882). This rejection is maintained from the previous Office action. 

In regard to claim 1 1 , Schloss describes an implantable medical device 700 
comprising: a pulse generator 80, for delivering pacing pulses; at least one electrode 
75 and 77, in electrical communication with the pulse generator for delivering the pacing 
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pulses to cardiac tissue; and a microprocessor 22 for controlling the pulse generator, 
receiving sensed data from the at least one electrode, wherein the sensed data includes 
an indicator, col 12 lines 27-30, of increased pacing threshold, and increasing a safety 
factor, col 12 lines 25-27, used for setting the pacing pulse energy delivered by the 
pulse generator when the indicator of increased pacing threshold is detected, also see 
figure 3. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claims 1 , 6-1 0, 12, and 1 6-20 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Sloman et al. (EP 1 1 36 098 A2). 

In regard to claims 1 and 12, Sloman et al. describes an implantable medical 
device 10 comprising: a pulse generator 70 and 72, col 7 lines 40-45, for delivering 
pacing pulses; at least one electrode 26, 27, and 28, see fig. 1 and col 6 lines 5-8, in 
electrical communication with the pulse generator for delivering the pacing pulses to 
cardiac tissue; and a microprocessor 60, col 7lines 17-18, for controlling the pulse 
generator, receiving sensed data from the at least one electrode, wherein the sensed 
data includes an indicator, col 17 line 28, of increased pacing threshold, and increasing 
a safety factor, col 17 lines 19-22, used for setting the pacing pulse energy delivered by 
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the pulse generator when the indicator of increased pacing threshold is detected. 
However, Sloman et al. do not teach indicating an increased pacing threshold in the 
absence of a pacing threshold. In view that Sloman et al. teach that it is known in the 
art to add a safety factor/margin to the pacing pulse in the event that an increase in 
pacing threshold is perceived, it is considered to be obvious to one of ordinary skill in 
the art at the time the invention was made to add a safety factor whenever an increase 
in pacing threshold is sensed. 

In regard to claims 6-10 and 16-20, Sloman et al. have an impedance sensor 
1 12, an arrhythmia detector, col 1 1 lines 25-47, a refractory period detector, col 8 lines 
1-2, and/or change in pacing/stimulation modes, col 12 lines 4-15. 

1 0. Claims 2-5 and 1 3-1 5 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Sloman et al. (EP 1 1 36 098 A2) in view of Schloss (6,456,882). 

In regard to claims 2-5 and 13-15, Sloman et al. substantially describe the 
invention as claimed except for the setting time interval and restoring safety factors to a 
programmed variable. Schloss teaches setting a time interval during which the 
increased safety factor is maintained; and restoring the safety factor to a programmed 
value after the time interval has expired, col 3 lines 42-47, and setting a time interval 
during which the increased safety factor is maintained; and restoring the safety factor to 
a programmed value after the time interval has expired, col 3 lines 37-41 . Therefore it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify the invention of Sloman et al. with the teaching of Schloss in order to 
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determine if the safety margin adjustment criteria has been met, and that excess energy 
is not expended if deemed not necessary by having a high safety margin. 

1 1 . Claims 1 -5 and 1 2-1 5 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Schloss (6,456,882). 

In regard to claims 1 and 12, Schloss describes an implantable medical device 
700 comprising: a pulse generator 80, for delivering pacing pulses; at least one 
electrode 75 and 77, in electrical communication with the pulse generator for delivering 
the pacing pulses to cardiac tissue; and a microprocessor 22 for controlling the pulse 
generator, receiving sensed data from the at least one electrode, wherein the sensed 
data includes an indicator, col 12 lines 27-30, of increased pacing threshold, and 
increasing a safety factor, col 12 lines 25-27, used for setting the pacing pulse energy 
delivered by the pulse generator when the indicator of increased pacing threshold is 
detected, also see figure 3. However, Schloss et al. do not teach indicating an 
increased pacing threshold in the absence of a pacing threshold. In view that Schloss 
et al. teach that it is known in the art to add a safety factor/margin to the pacing pulse in 
the event that an increase in pacing threshold is perceived, it is considered to be 
obvious to one of ordinary skill in the art at the time the invention was made to add a 
safety factor whenever an increase in pacing threshold is sensed. 

In regard to claims 2, 3, 13, and 14, setting a time interval during which the 
increased safety factor is maintained; and restoring the safety factor to a programmed 
value after the time interval has expired, col 3 lines 42-47. 
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In regard to claims, 4, 5, and 15, setting a time interval during which the 
increased safety factor is maintained; and restoring the safety factor to a programmed 
value after the time interval has expired, col 3 lines 37-41 . 

12. Claims 6-1 0 and 1 6-20 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Schloss (6,456,882) in view of Sloman et al. (EP 1 136 098 A2). 

In regard to claims 6-10 and 16-20, Schloss substantially describes the invention 
as claimed except for the indicators of increased pacing threshold. Sloman et al. have 
an impedance sensor 1 12, an arrhythmia detector, col 1 1 lines 25-47, a refractory 
period detector, col 8 lines 1-2, and/or change in pacing/stimulation modes, col 12 lines 
4-1 5. Therefore it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the invention of Schloss with the teachings of Sloman 
et al. since Sloman et al. discloses means and methods for detecting various indicators 
indicating an increased threshold. 

Response to Arguments 

1 3. Applicant's arguments with respect to claims 1 -1 0 and 1 2-20 have been 
considered but are moot in view of the new ground(s) of rejection. The rejections are 
presented above and reiterated to address the newly added limitations. 



Conclusion 
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14. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian T. Gedeon whose telephone number is (571) 272- 
3447. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl H. Layno can be reached on (571) 272-4949. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Carl H. Layno/ Carl H. Layno 

Supervisory Patent Examiner, Art Unit 3766 Examiner 

Art Unit 3766 



IB. T. G./ 

Examiner, Art Unit 3766 



